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CARES Act Amount Information Reporting

Introduction

CARES Act Amount Information Reporting systemis intended to provide a portal solution for all registrantsor
their authorized agents to submit reports on the amount of each listed drug that was manufactured,
prepared, propagated, compounded, or processed for commercial distribution in compliance with section
3112(e) of the CoronavirusAid, Relief,and EconomicSecurity Act.

This guide describes how to use the CDER NextGen Portal to manually enter datato createand submit a
CARES Act Amount Information report to the FDA. It is an expanded version of the original CARES Act
Amount Information Reporting guide posted on the Coronavirus Aid, Relief, and Economic Security Act
(CARES Act) Drug Shortage Mitigation Efforts webpage (https://www.fda.gov/drugs/drug-
shortages/coronavirus-aid-relief-and-economic-security-act-cares-act-drug-shortage-mitigation-efforts).

Fortechnical assistance, please email the EDM Support Team (EDMSupport@fda.hhs.gov).

For questions on how to enter or upload data, please email the Drug Amount Reporting Team
(DrugAmountReporting@fda.hhs.gov).



https://www.fda.gov/drugs/drug-shortages/coronavirus-aid-relief-and-economic-security-act-cares-act-drug-shortage-mitigation-efforts
mailto:EDMSupport@fda.hhs.gov
mailto:DrugAmountReporting@fda.hhs.gov
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CDER NextGen Portal Homepage

Step 1. First, signin on the CDER B CDERNexiGen
NextGen Portalhomepage.
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CDER NextGen Portal Homepage

Step 2. From the main menu,
click CARES Act Amount

InformationReporting.
CDER Standards Recognition

Request

to informally recognize voluntary consens

CDER Drug Shortage Potential Impact Outreach

>ubmit a response to a potential shortage impact outreach
) and other public health emergencies)

is standards related to pharmaceutica

message sent by FDA to s

upport emergency potentiai sho

rtage notifications (ex: COVID-

CARES Act Amount Information Reporting

Controlled Correspondence

Submit correspondence to the Agency, requestin

g Information o

1 a specific element of generic dr

yduct develop

m

ant
ent




CARES Act Amount Information Reporting

CARES Act Amount Information Report

Step 3. The next screen is the

landing page. Draft reports Y
and submitted reports

appear here. Click + New CARES Act Amount Information Reporting -+ New Report
Report at the top right of the
screen.

CARES Act Amount Information Reporting

Search Submissions ] Search

No CARES Act Volume Reporting Yet

00020506 00020357

Submit a new submission using the "+ New Report” button at the top right of your screen.
Draft Draft
- . X y il . B . ! [ . -
Last Modified: 11/29/2021, 0448 PM Last Modified: 11/29/2021, 04:48 PM FDA Home | Browser Requirements | Contact Tech Support | FAQs
Reporting Year: 2020 Reporting Year: 2021

Follow FDA | FDA Voice Blog | Privacy

# Unsubmitted Draft # Unsubmitted Draft |
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CARES Act Amount Information Report

Step 4. On the Introduction
screen, review the Getting
Started information for Getting Started

submittinga CARES Act om0 FOAS CARES Act Infermtion Reperting Poral 5w s 3 summery of he subrmission proces,
Amount Information Report.
Section descriptions of the Cubmitter Information
submission process are Verlty Submittr information
displayed.

Introduction

CARES Act Amount Information Submission Process

Submission

1 Provide information about your submission, add data to your submission, and submit your data
Step 5. Click Next. , ' >

Cancel Next
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Submitter Information

Submitter Information

Step 6. On the Submitter . e g3 gt an A e
Informationscreen, select if you

are submitting as a Registrantor

Authorized Agent. Profile Information First Name et M

Step 7. Review the prepopulated
informationin the Profile

Informationsection, and then Cm |
click Next. Contact technical o

support if any fields need to be

updated. | i
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Submission

. . Submission

Step 8. In the Submissionscreen, select
Submission Information *What year are you submitting for?

the year (calendar year) that the report 201 .
Wi | I Cove ro Are you submitting a replacement report to a previous submission?
Step 9. If you are submitting a el e s e
replacement report to a preVious *Would you Itke to submit products manually or by uploading data from a csv file?
submission, check Yes. Then, select the
report ID of the previous submission
from the drop-down menu.

Step 10. Select that you would like to
submit product data Manually.

Step 11. In the confirmation screen,
click Continue.

CARES Act Amount Information Report

You are submitting a CARES Act Amount Information Replacement Report to a previous submission. Please note, by
selecting a Replacement Report your previous submission will be replaced. Select Continue to proceed with the selected data
submission method and submission type. After selecting Continue, you will not be able to change these selections. If a
change is a required, or you do not intend to submit a CARES Act Amount Information Replacement Report, please delete
the Submission and start a new report. Select Cancel to return to the previous page.

Cancel
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Submission

Step 12.To begin to Submission

Smeit prOdUCt data Submission Information “What year are you submitting for?

manually, select Add 2021 .
Establishmentto enter e i o s
a DUNS Number.

™ Please select the previous submission for which you are submitting a correction report.

00019877 v Date Submitted: 9/21/2021, 04:34 PM

Would you like to submit products manually or by uploading data from a csv file?

+ [Add Establishment

w]
o
o
@
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Submission

Step 13.0n the next Add Establishment by DUNS Number
screen, enter the 9-digit DUNS
Number and click Search. If

necessary, add leading zeroes. S —

If the search for a DUNS
N u m be r S u Cceed S, t h e n a me Establishment Name v | Establishment Site Address v | Establishment DUNS Num.

and address of the matching bed
establishment is displayed.

If this is the correct
establishment, click in the radio
button on the left and then click
Select.

If a different establishmentis | ‘Lm
displayed, check that the DUNS
number was correctly entered.

11
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Submission

Add Establishment by DUNS Number

Step 14.If the searchfora

DUNS number fails, an error Establishment Informatior

message and an +Add e —
Manually button will appear.
Click the buttonto enter
establishmentinformation.

12
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Submission

Step 15. When +Add Add Establishment by DUNS Number
Manually s clicked, a screen ) -

for manually entering formation
establishmentinformation
appears.

Enter the requested
information and then click
Save.

13
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Submission
Step 16. After a DUNS Submission
number is selected, the Submission Information

Submission screen opens.

Click the arrow next to the -

DUNS number or click on the
DUNS number to expand its

entry. Establishment

informationwill be displayed.

4+ | Add Establishment
v DUNS: 001018816
Establizhment Name Establishment Address Establishment DUNS Number
Then, click on Add New ‘
Business Operation. Acingu s Ooston

To enter data for another

DUNS number, click on Add
Establishment and repeat

the process of adding a

DUNS number.

14
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Submission

Step 17.Selectan option

fromthe drop-down menu of

Business Operations. Each
Business Operation can be
selected only once, and in
any order. Each DUNS can
have one Business Operation
or multiple Business
Operations. There is a
Remove button next to each

Select one . Remove

DUNS number and Business e

+  Add

Establishment

v DUNS: 123456789

Establishment Name Establishment Address Establishment DUNS Number

Remove

API Manufacture

Operation, if needed. Manufacture e

Repack
Relabel
Transfill

Step 18. Click +Add Product Previt positron Emission Tomography Drug Production Save

to add a product. Each

Business Operation can have

one product or multiple

products. 15
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Submission

Step 19. Cllelng on +Add Add Drug or Biological Product by NDC
Product opens a screen to
enter an NDC. Enter the
NDC of the product and
then click Search.

HNDC

If the NDC appearson the
right, checkthe box next
to it and then click Select,
which will return you to
the Submission screen.

If the search fails,and you |[ =

know the NDC number to | s |
be correct, click+Add

Manually.

16
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Submission

Add Drug or Biological Product Manually
Step 20. After clicking on
+Add Manually, enter the
NDC number and then click
Add Product, which will
return you to the
Submission screen.

i ‘ Adid Product

17
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Submission
Qutermost Package Innermost Package
NDC Quantity Released Quantity Distributed (non-US) Package Type Quantity Released Quantity Distributed (non-US) Package Type w:;:?o:vn'-' |
d i
1234-1234-12 a - a
20 10 BOTTLE: 20 6 BOTTLE v M
+Add Product Remove Product |

Step 21.In the Submission screen, enter the requestedamountinformation of the product and click each
pencil to enter the packagetypes. If a product has single-level packaging, use only the “Outermost Package”
fields. Click +Add Product and/or RemoveProduct as needed. Select the checkboxunder Market Unknown, if
applicable.

Scrollto the right and click the arrow to expand the record so that data can be entered by month.

18
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Submission

Step 22. For each month, enter
the amountsreleased or
distributed. Use only whole
numbers, no decimals or
fractions.

Fields can be left blank for

months during which the

product was not released or e -
distributed. ' ‘ B

The top row, which containsthe
NDC number, also contains fields
for annual totals. The annual
totalfields will automatically
update when a monthly field is
updated. Also, annual totals can
be entered directly into the top

row.
19
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Submission
Step 23. Data will be
validated before a report
. w DUNS: 123456789

can be submitted.
When all data has been
entered, click Save.The T —
System requires Saving the Outermost Package Innermost Package
report at |east Once befo re NDC Quantity Released Quantity Distributed (non-US)  Package Type Quantity Released Quantity Distributed (non-US)  Package Type Unknown?
Va I id atiO n. 0093423101 1) S0 2400 CASE v
Step 24. Inthe confirmation
window; click Saveto stay onthe ==
SmeiSSion page OrCIiCksave& _ -----------------------------------------------------------------------------

. CARES Act Amount Information Reporting = E :
Close togoto theanding page. - The “Validated Successfully!” message
Onthe Ianding page, select the ° [l | n;eans" tf;\at (;/alldanonf OCC;J”GT); n0t|'d '

00027055 : W n V I .

newly created and saved sz tatateataaso“ ______ toea
report to return to it. e
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Submission

Step 25. Click the Validate button at the
bottom of the page.

Validated Successfully ! b4
APPLICATION BUILDER Submission

O submitter Information Submission Information

2021 v

Step 26. If the data has been validated, | o sorm

Submit will be active. After validation, the .

report can be saved or submitted. To submit ?ﬁgﬁ‘,g{m;gggfﬂ;“”% e

the report, check the box in the —__

Certifications section to affirm that the
information you provided in this submission 2] AeasREhme
is correct and then click Submit.

> DUNS: 123456789

Delete Savg Validate

Click Save to keep the report for later or
click Delete to remove the submission. Certfications

I affirm that the information in this submission is correct, and [ understand that under 18 U.5.C. 1001 it is illegal to make a materially false, fictitious, or fraudulent statement or representation in this matter

Step 27.1n the confirmationscreen, click P
Smeit to Send the repo rt. CI |Ck CanCEI to Complete & Submit CARES ACT Amount Information Report k
return to the Submission section. o , L

——m Are you sure that you would like to submit your CARES ACT Amount Information Report? You will not be able to edit the report once
submitted.

21
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Submission

Step 28. After clicking on
Submit, there will be a
confirmationscreen to confirm
your report was submitted to
the FDA.

Click ReturnHome to log out
or New Reportto submit a
new report.

CARES Act Amount Information Report Submitted to the FDA

Congratulations!

Your CARES Act Amount Information Report #00005218 has been

SRG0aAS submitted successfully. If you need to make changes to your
Date/Time Submitted: 10/15/2021, 02:05 PM submission, please contact FDA Staff at
Reporting Year: 2021 (DrugVolumeReporting@fda.hhs.gov) and include the Report ID.

Return Home New Report

For technical support, please contact the CDER platform support team

(EDMSupport@fda.hhs.gov).

22
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CDER NextGen Portal Support & Resources

The CDER NextGen Portal has many resources for support.

CDER NextGen Portal Announcements
Your portal home page
containsportal
announcementsso users

are alwaysin the know. é

01

Forall technicalsupport,
contact CDER Platform
Support Team at
EDMSupport@fda.hhs.gov.

Everything related to the
portal events can be found
on the link.
On the event home page,
users canfind the “Learn
More” link to

The “Video Tutorial” contains 1-
4 minute video clipson how to
complete submissions for events
on the portal.

24
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